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Certain factors may have a material adverse effect on our business, prospects, financial condition and results of operations. You
should carefully consider the risks and uncertainties described below together with all of the other information contained in this
Annual Report on Form 10- K, including our financial statements and the related notes, before deciding to invest in our
securities eemmen-shares-. The risks and uncertainties described below are not the only ones we face. Additional risks and
uncertainties not presently known to us or that we currently believe to be immaterial may also adversely affect our business and
cause the market price of our securities to decline . In addition, many of the following risk factors could be exacerbated by
any worsening of the global business and economic environment or the resurgence of Covid- 19 or other public health
threats . If any of the following risks actually occurs, our business, financial condition, results of operations and future
prospects could be materially and adversely affected. In addition, we cannot assure investors that our assumptions and
expectations will prove to be correct. Important factors could cause our actual results to differ materially from those
indicated or implied by forward- looking statements. See “ Forward- Looking Statements And Other Matters ” for a
discussion of some of the forward- looking statements that are qualified by these risk factors. Summary of Risks Related
to-Our-Busintess-The following summarizes key risks and uncertainties that could materially adversely affect us. You
should read this summary together with the more detailed description of each risk factor contained below. ® We arec a
late- stage biopharmaceutical company with no products approved for commercial sale, and we have incurred significant losses
since our inception and expect to continue to incur losses and may never generate profits from operations or maintain
profitability. ® We will need substantial additional funding to finance our operations through regulatory approval of one
or more of our product candidates. If we are unable to raise capital when needed, we could be forced to delay, reduce or
eliminate our product development programs, commercialization efforts or other operations. ¢ We depend heavily on
the success of our drug product candidates. If we are unable to obtain regulatory approval or commercialize one or
more of these experimental treatments, or experience significant delays in doing so, our business will be materially
harmed. We cannot give any assurance that we will receive regulatory approval for such product candidates or any
other product candidates, which is necessary before they can be commercialized. ® We rely significantly on information
technology and any failure, inadequacy, interruption or security lapse of that technology, including any cybersecurity
incidents, could harm our ability to operate our business effectively. ® A successful sSPLLA2, anti- TLR4 or anti- CXCL10
drug has not been developed to date and we can provide no assurances that we will be successful or that there will be no
adverse side effects. ® Even if one of our product candidates receives marketing approval, it may fail to achieve the
degree of market acceptance by physicians, patients, third- party payors and others in the medical community necessary
for commercial success. ® If we are unable to establish sales and marketing capabilities or enter into agreements with
third parties to market and any of our other current or future product candidates, we may not be successful in
commercializing the applicable product candidate if it receives marketing approval. e Even if we are able to
commercialize one of our product candidates, the product may become subject to unfavorable pricing regulations, third-
party reimbursement practices or healthcare reform initiatives, which would harm our business. ® We face substantial
competition, which may result in others discovering, developing or commercializing products to treat our target
indications or markets before or more successfully than we do. ® We will be dependent on third parties for
manufacturing, including optimization, technology transfers and scaling up of clinical scale quantities of all of our
product candidates. ® The manufacturing of our monoclonal antibody candidates is complex and subject to a multitude
of risks. These manufacturing risks could substantially increase our costs and limit supply of these drug candidates for
clinical development, and commercialization. ® We rely on third parties to conduct our clinical trials and those third
parties may not perform satisfactorily, including failing to meet deadlines for the completion of such clinical trials. e
Even if we complete the necessary clinical trials, the marketing approval process is expensive, time consuming and
uncertain. If we are not able to obtain, or if there are delays in obtaining, required marketing approvals, we will not be
able to commercialize our product candidates, and our ability to generate revenue will be materially impaired. e Even if
we obtain marketing approval for our product candidates, the terms of approvals and ongoing regulation of our
products may limit how we manufacture and market our products, and compliance with such requirements may involve
substantial resources, which could materially impair our ability to generate revenue. ® If we are unable to obtain and
maintain patent protection for our licensed technology and products, or if the scope of the patent protection is not
sufficiently broad, our competitors could develop and commercialize technology and products similar or identical to
ours, and our ability to successfully commercialize our licensed technology and products may be adversely affected. ®
The ownership of our common shares is highly concentrated, which may prevent you and other shareholders from
influencing significant corporate decisions and may result in conflicts of interest that could cause our common shares
price to decline. 24Risks Related to Our Business, Financial Position and Capital Requirements Since inception, we have
incurred significant operating losses. At September 30, 26222023 , we had an accumulated deficit of § 44-52 . 84-4 million. We
have historically financed operations primarily through issuances of common shares, the exercise of common share purchase
warrants, convertible preferred shares, convertible loans, government grants and tax incentives. We have devoted substantially
all of our efforts to research and development, including clinical trials, and have not completed the development of any of our
drug candidates. We expect to continue to incur significant expenses and operating losses without corresponding revenue for



the foreseeable future as we continue the development of, and seek marketing approvals for our product candidates, prepare for
and begin the commercialization of any approved products, and add infrastructure and personnel to support our product
development efforts and operations as a public company in the Haited-States-U. S. and Canada. The net losses we incur may
fluctuate significantly from quarter to quarter and year to year. Based on our current plans, we do not expect to generate
significant revenue unless and until we or a current or potential future licensee obtains marketing approval for, and
commercializes, one or more of our product candidates, which may require several years. Neither we nor a licensee may ever
succeed in obtaining marketing approval for, or commercializing our product candidates and, even if marketing approval is
obtained, we may never generate revenues that are significant enough to generate profits from operations. We-wilneed
substanttal-additional-funding-Even if we achieve profitability in the future, we may not be able to finanee-sustain
profitability in subsequent periods. Failure to become and remain profitable would impair our ability to sustain
operations throughregulatory-approval-and adversely affect the prlce of ene-or-our mefe—e-ﬁsecurltles and our ablllty produet
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d opent-programs-orcommeretatizationefforts We expeut our research and dev elopment expenses to increase
substdntmlly in the future, particularly for any drug candidates beyond Phase 2 clinical development or if we expand the number
of drug candidates in clinical studies. In addition, if we obtain marketing approval for any of our product candidates that are not
then subject to licensing, collaboration or similar arrangements with third parties, we expect to incur significant
commercialization expenses related to product sales, marketing, distribution and manufacturing. We cannot be certain that
additional funding will be available on acceptable terms, or at all. In addition, future debt financing into which we may
enter may impose upon us covenants that restrict our operations, including limitations on our ability to incur liens or
additional debt, pay dividends, redeem our shares, make certain investments and engage in certain merger,
consolidation or asset sale transactions. If we are unable to raise additional capital when required needed;-or on attraetive
acceptable terms, we may be required to significantly delay, scale back or discontinue the development or
commercialization of one or more of our product candidates, restrict our operations or obtain funds by entering into
agreements on unattractive terms, which would likely have a material adverse effect on our business, share price and our
relationships with third parties with whom we have business relationships, at least until additional funding is obtained.
If we do not have sufficient funds to continue operations, we could be fereed-required to detay;reduee-seek bankruptcy
protection or other alternatives that would likely result in er-our securityholders losing some or all of their investment in
us. In addition, our ability to achieve profitability or to respond to competitive pressures would be significantly eliminate
--- limited . Ratsing-25Raising additional capital may cause dilution to our investors,restrict our operations or require us to
relinquish rights to our technologies or product candidates . Until such time,if ever,as we can generate substantial product
revenues,we expect to finance our cash needs through a combmatlon of equity oﬁelnms licensing,collaboration or similar
arrangements,grants and debt financings. ¥ ave-a —To the extent that the-we
raise additional capital through the sale of equity or conv eltlble debt securities,your ownership interest will be diluted,and the
terms of these securities may include liquidation or other preferences that adversely affect your rights as a holder of our common
shares.Debt financing,if available, would result in increased fixed payment obligations and may involve agreements that
include covenants limiting or restricting our ability to take specific actions,such as incurring additional debt,making capital
expenditures or declaring dividends .Any debt financing or additional equity that we raise may contain terms,such as
liquidation and other distributions-preferences that are not favorable to us or our existing shareholders .If we raise
additional funds through licensing,collaboration or similar dIrangements we may have to 1elmqulsh \ aluable rights to our
technologies,future revenue streams, : G 8
ma-yhnet—be—fa-vefab}e—te—us—}ﬂwe—&fe—&ﬂab}e—lesedlcl dnd de\ elopment programs or -ftttu-fe—eemmefeta—lﬁ&ﬁeﬁ—effeﬁs—product
candidates or to grant licenses on terms that may not be favorable to us. If we fail to raise capital or enter into such
agreements as and when needed, we may have to significantly delay, scale back or discontinue the development of our
product candidates. To continue to grow our business over the longer term, we plan to commit substantial resources to
research and development, clinical trials of our product candidates, and other operations and potential product
acquisitions and in- licensing . e depend-heavily-have evaluated and expect to continue to evaluate a wide array of
strategic transactions as part of our plan to acquire or in license and develop additional products and product candidates
to augment our internal development pipeline. Strategic transaction opportunities that we may pursue could materially
affect our liquidity and capital resources and may require us to incur additional indebtedness, seek equity capital or
both. In addition, we may pursue development, acquisition or in- licensing of approved or development products in new
or existing therapeutic areas or continue the expansion of our existing operations. Accordingly, we expect to continue to
opportunistically seek access to additional capital to license or acquire additional products, product candidates or
companies to expand our operations, or for general corporate purposes. Strategic transactions may require us to raise
additional capital through one or more public or private debt or equity financings or could be structured as a
collaboration or partnering arrangement. We have no arrangements, agreements, or understandings in place at the
present time to enter into any acquisition, in- licensing or similar strategic business transaction. We partially rely on the
sueeess-of government grants to contribute to our driagprodueteandidates EBOS (paridiprubart) development program . [f
we are unable to satisfy our contractual obligations and manage our covenants or meet expected under both SIF
agreements, the development of EB0OS may be extended, delayed, modified, or terminated and we may be required to
repay all or part of the grant earlier than expected. In February 2021, we and Edesa Biotech Research signed the 2021
SIF Agreement whereby the Government of Canada agreed to contribute C $ 14. 1 million in nonrepayable funding for
an international Phase 2 study and certain pre- clinical experiments. In the event that we or Edesa Biotech Research
breach our obligations under the 2021 SIF Agreement, subject to applicable cure, the SIF may exercise a number of




remedies, including demanding repayment of funding previously received and / or terminating the agreement. The
performance obligations of Edesa Biotech Research under the contribution agreement are guaranteed by us. All
potential funding available under the 2021 SIF Agreement has been received. As of the date of this filing, we have met all
of our performance and reporting requirements under the 2021 SIF Agreement. On October 12, 2023, we and Edesa
Biotech Research signed the 2023 SIF Agreement whereby the Government of Canada agreed to contribute up to C $ 23
million from the SIF in partially repayable funding toward of the development and commercialization of our
investigational therapy EB0S. Under the 2023 SIF Agreement, we agreed to complete the project, to be conducted
exclusively in Canada except as permitted otherwise under certain circumstances, on or before December 31, 2025. We
also have agreed to certain financial and non- financial covenants and other obligations in relation to EB0S, including
the achievement of certain headcount requirements in Canada, the maintenance of a collaboration with a Canadian
research institute or post- secondary institutions, and the maintenance of certain research and development expenditures
in Canada. In an event of default, such as our breach of our covenants and obligations under either the 2023 SIF
Agreement or the 2021 SIF Agreement, the Government of Canada may suspend or terminate its contribution to the
project, or require repayment. As a result, if we default on our obligations under the SIF agreements, we may not have
sufficient funds available to continue the Phase 3 clinical study of our investigational therapy EB05, and we cannot be
certain that we will be able to obtain additional capital to fund the program. We are currently not in default of our
obligations per the terms of either SIF agreement. 260ur existing and any future indebtedness could adversely affect our
ability to operate our business. In October 2023, we entered into a credit agreement with Pardeep Nijhawan Medicine
Professional Corporation, an entity controlled by Dr. Nijhawan, our Chief Executive Officer, Secretary and member of
our board of directors, providing for an unsecured revolving credit facility in the principal amount of up to $ 10 million.
Such credit facility combined with our other financial obligations and contractual commitments, including any future
indebtedness, could have adverse consequences, including: - requiring us to dedicate a portion of our cash resources to
the payment of interest and principal, thereby reducing money available to fund working capital, capital expenditures,
product development and other general corporate purposes; * increasing our vulnerability to adverse changes in general
economic, industry and market conditions; - subjecting us to restrictive covenants that may reduce our ability to take

certain corporate actions or obtain further debt or equity financing; and - limiting our flexibility in planning for, or
reacting to, changes in our business and the industry in which we compete. We have not completed development of and /
or obtamed regulatory approva effor eemmereta—hze—eﬁe-any of er-our product candidates. Development mere-ofthese
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commltment of substantlal financial resources, extensnve product candidate development, and clinical trials. This
process takes years of effort without any assurance of ultimate success . Our ability to generate product revenues, which
may not occur for multiple years, if at all, will depend heavily on the successful development and commercialization of our drug
product candidates. The success of our product candidates will depend on a number of factors, including the-feHewing-, but not
limited to : - our ability to obtain additional capital from potential future licensing, collaboration or similar arrangements or
from any future offering of our debt or equity securities; - our ability to identify and enter into potential future licenses or other
collaboration arrangements with third parties and the terms of the arrangements; - our timing to obtain applicable regulatory
approvals; +9- successful completion of clinical development; - the ability to provide acceptable evidence demonstrating a
product candidates’ safety and efficacy; - receipt of marketing approvals from applicable regulatory authorities and similar
foreign regulatory authorities; - the availability of raw materials to produce our product candidates; - obtaining and maintaining
commercial manufacturing arrangements with third- party manufacturers or establishing commercial- scale manufacturing
capabilities; - obtaining and maintaining patent and trade secret protection and regulatory exclusivity; - establishing sales,
marketing and distribution capabilities; - generating commercial sales of the product candidate, if and when approved, whether
alone or in collaboration with others; - acceptance of the product candidate, if and when approved, by patients, the medical
community and third- party payors; - effectively competing with other therapies; and - maintaining an acceptable safety profile
of the product candidate following approval. If we do not achieve one or more of these factors in a timely manner or at all, we
could experience significant delays or an inability to successfully commercialize any of our product candidates, which would
materially harm our business. Many of these factors are beyond our control. Accordingly, we may never be able to generate
revenues through the license or sale of'any of our product candidates. 270ur product development efforts with respect to our
product candidates may fail for many reasons, including but not limited to: - the failure of the product candidate in
clinical studies; - adverse patient reactions to the product candidate or indications of other safety concerns; * insufficient
clinical trial data to support the effectiveness or superiority of the product candidate; - the inability to manufacture
sufficient quantities of the product candidate for development or commercialization activities in a timely and cost-
efficient manner; and - changes in the regulatory environment, including pricing and reimbursement, that make
development of a new product or of an existing product for a new indication no longer attractive. Deterioration in general
economic conditions in the Hnited-States-U. S. , Canada and globally, including the effect of prolonged periods of inflation on
our suppliers, third- party service providers and potential partners, could harm our business and results of operations. Our
business and results of operations could be adversely affected by changes in national or global economic conditions. These
conditions include but are not limited to inflation, rising interest rates, availability of capital markets, energy availability and
costs, the negative impacts caused by pandemics and public health crises, negative impacts resulting from the military conflict
between Russia and the Ukraine, and the effects of governmental initiatives to manage economic conditions. Impacts of such
conditions could be passed on to our business in the form of higher costs for labor and materials, higher investigator fees,
possible 1educt10ns in phmmdceutlcal mdusny wide spendmU on 1esedlc1 and dev elopment and acqulsmons and higher costs of
capital. 8 8 ave-a 8 8 8 8




success of our business to date and to assess our future viability. Our prundnly operating entity, Edesa Biotech Research, Inc.,
was formed in July 2015. To date, our operations have been limited to organization and staffing, developing and securing our
technology, entering into licensing arrangements, raising capital and undertaking preclinical studies and clinical trials of our
product candidates. We have not yet demonstrated our ability to successfully complete development of any product candidate,
obtain marketing approval, manufacture a commercial- scale product, or arrange for a third- party to do so on our behalf, or
conduct sales and marketing activities necessary for successful product commercialization. Assuming we obtain marketing
approval for any of our product candidates, we will need to transition from a company with a research and development focus to
a company capable of supporting commercial activities. We may encounter unforeseen expenses, difficulties, complications and
delays and may not be successful in such a transition. Any predictions made about our future success or viability may not be as
accurate as they could be if we had a longer operating history. 26W-e-business,results of operations and financial
condition.Our operations are subject to anti- corruption laws,including the U.S.Foreign Corrupt Practices Act,or the
FCPA ,and other anti- corruption laws that apply in countries where we do business and may do business in the
future.We are also subject to other laws and regulations governing our international operations,including regulations
administered by the government of the United States and authorities in the European Union,including applicable export
control regulations,economic sanctions on countries and persons,customs requirements and currency exchange
regulations.There is no assurance that we will be completely effective in ensuring our compliance with all applicable anti-
corruption laws.If we are not in compliance,we may be subject to criminal and civil penalties,disgorgement and other sanctions
and remedial measures,and legal expenses,which could have an adverse impact on our business,financial condition,results of
operations and liquidity. Likewise,any investigation of any potential violations of the FCPA,other anti- corruption laws or
trade control laws by U.S.or other authorities could also have an adverse impact on our reputation,our business,results
of operations and financial condition. Similarly,compliance with global privacy and data security requirements could result in
additional costs and liabilities to us or inhibit our ability to collect and process data globally,and our failure to comply with data
protection laws and regulations could 1ead to government enforcement actions, Wthh would cause our busmess and reputation to
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engage in misconduct or other improper activities,including noncompliance with regulatory standards and requirements and
insider trading,which could cause significant liability for us and harm our reputation.We are exposed to the risk of fraud or other
misconduct by our employees,principal investigators,consultants and collaborators,including intentional failures to comply with
FDA or Office of Inspector General regulations or similar regulations of comparable non- U.S.regulatory authorities,provide
accurate information to the FDA or comparable non- U.S.regulatory authorities,comply with manufacturing standards we have
established,comply with federal and state healthcare fraud and abuse laws and regulations and similar laws and regulations
established and enforced by comparable non- U.S.regulatory authorities,report financial information or data accurately or
disclose unauthorized activities to us.Misconduct by these parties could also involve the improper use of information obtained
in the course of clinical trials,which could result in regulatory sanctions and serious harm to our reputation.It is not always
possible to identify and deter misconduct,and the precautions we take to detect and prevent this activity may not be effective
in controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other
actions or lawsuits stemming from a failure to be in compliance with such laws,standards or regulations.Such actions
could have a significant impact on our business and results of operations,including the imposition of significant fines or
other sanctions.21We rely significantly on information technology and any failure,inadequacy,interruption or security
lapse of that technology,including any cyber security incidents,could harm our ability to operate our business effectively
expect to expand our capabilities, and as a result, we may encounter difficulties in managing our growth, which could disrupt
our operations. We expect to experience growth in the number of our employees and the scope of our operations, particularly in
the areas of drug development, regulatory affairs, finance and administration and, potentially, sales and marketing. To manage
our anticipated future growth, we must continue to implement and improve our managerial, operational and financial systems,
expand our facilities and continue to recruit and train additional qualified personnel. We may not be able to effectively manage
the expansion of our operations or recruit and train additional qualified personnel. The physical expansion of our operations may



lead to significant costs and may divert our management and business development resources. Any-inabiity-If we are not able
to effectively manage our growth and expand eeuld-delay-the-exeeution-of-our-business-plans-or-our disrapt-organization, we
might be unable to implement successfully the tasks necessary to execute effectively on our eperattens-planned research,
development and commercialization activities and, accordingly, might not achieve our research, development and
commerecialization goals . ©ur-290ur future success depends on our ability to retain key executives and to attract, retain and
motivate qualified personnel. We are highly dependent on Dr. Pardeep Nijhawan, our CEQ €hiefExeentive-Offteer-and
Secretary; and Michael Brooks, our President; as well as other principal members of our management and scientific teams.
Although we have employment agreements with each of our exeeutive-executives offieers-, these agreements do not prevent our
executives from terminating their employment swith-the-eempany-at any time. The unplanned loss of the services of any of these
persons could materially impact the achievement of our research, development, financial and commercialization objectives . If
we lose the services of any of these individuals, we might not be able to find suitable replacements on a timely basis or at
all, and our business could be harmed as a result . Recruiting and retaining qualified personnel will also be critical to our
success. We may not be able to attract and retain these personnel on acceptable terms given the competition among numerous
biotechnology and pharmaceutical companies for similar personnel. We could have difficulty attracting experienced
personnel to our Company and may be required to expend significant financial resources in our employee recruitment
and retention efforts. If we are not able to attract and retain the necessary personnel to accomplish our business
objectives, we may experience constraints that will harm our ability to implement our business strategy and achieve our
business objectives. In addition, we rely on consultants and advisors, including scientific and clinical advisors, to assist us in
formulating our research and development and commercialization strategy. These Our-eonsultants-and-advisors are not our
employees and may have commitments to, or consultmg or adv1sory contracts Wlth other entities that - may 11m1t thelr
avallablhty to us. In addltlon W y ,
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security measures, our computer systems and those of third parties with which we contract are vulnerable to damage, including
damage from cyberattacks eyber-attaeks-, ransomware attacks, computer viruses, unauthorized access, human error and
technological errors, natural disasters and telecommunication and electrical failures. System failures, accidents or security
breaches could cause interruptions in our operations, and could result in a material disruption of our clinical and
commercialization activities and business operations, in addition to possibly requiring substantial expenditures of resources to
remedy. The loss of clinical trial data could result in delays in our regulatory approval efforts and significantly increase our
costs to recover or reproduce the data. To the extent that any disruption or security breach were to result in a loss of, or damage
to, our data or applications, or inappropriate disclosure of confidential or proprietary information, we could incur liability and
our product research, development and commercialization efforts could be delayed. Risks Related to Clinical Development,
Regulatory Approval and Commercialization If clinical trials of our product candidates fail to demonstrate safety and efficacy to
the satisfaction of the FDA, Health Canada (HC) or the European Medicines Agency (EMA), or do not otherwise produce
favorable results, we may incur additional costs or experience delays in completing, or ultimately be unable to complete, the
development and commercialization our product candidates. In connection with obtaining marketing approval from regulatory
authorities for the sale of any drug candidate, we must complete preclinical development and then conduct extensive clinical
trials to demonstrate the safety and efficacy of our product candidates in humans. Clinical trials are expensive, difficult to design
and implement, can take many years to complete and are uncertain as to outcome. A failure of one or more clinical trials can
occur at any stage of testing. The outcome of preclinical testing and early clinical trials may not be predictive of the success of
later clinical trials. In particular, the small number of subjects and patients in early clinical trials of our product candidates may
make the results of these clinical trials less predictive of the outcome of later clinical trials. The design of a clinical trial can
determine whether our results will support approval of a product, and flaws in the design of a clinical trial may not become
apparent until the clinical trial is well advanced or completed. There is no assurance that we will be able to design and execute a
clinical trial to support marketing approval. Moreover, preclinical and clinical data are often susceptible to varying
interpretations and analyses, and many companies that have believed their product candidates performed satisfactorily in
preclinical studies and clinical trials have nonetheless failed to obtain marketing approval of their products. Pre- clinical studies
or clinical trials may produce negative or inconclusive results, and we may decide, or regulators may require us, to conduct
additional pre- clinical studies or clinical trials, or to discontinue clinical trials altogether. Ultimately, we may be unable to
complete the development and commercialization of any of our product candidates. faterim-30Interim results, top- line, initial
data may not accurately reflect the complete results of a particular study or trial. We may publicly disclose interim, top- line or
initial data from time to time that is based on a preliminary analysis of then- available efficacy and safety data, and the results
and related findings and conclusions are subject to change following a more comprehensive review of the data related to the
particular study or trial. We also make assumptions, estimates, calculations and conclusions as part of our analyses of data, and
we may not have received or had the opportunity to fully evaluate all data. Interim, top- line and initial data should be viewed
with caution until the final data are available. In addition, the information we may publicly disclose regarding a particular
preclinical or clinical study is based on what is typically extensive information, and you or others may not agree with what we
determine is the material or otherwise appropriate information to include in our disclosure, and any information we determine



not to disclose may ultimately be deemed significant s ; ; W
regarding a particular drug, drug candidate or our business. If the interim, top- line or 1n1t1a1 data that we report differ from
actual results, or if others, including regulatory authorities, disagree with the conclusions reached, our ability to obtain approval
for, and commercialize, our product candidates may be harmed or delayed, which could harm our business, financial condition,
operating results or prospects. 22H-Any product candidate we advance into and through clinical trials may cause
unacceptable adverse events or have other properties that may delay or prevent their regulatory approval or
commercialization or limit their commercial potential. Unacceptable adverse events caused by our product candidates in
clinical trials could cause us or regulatory authorities to interrupt, delay or halt clinical trials and could result in the
denial of regulatory approval by the FDA or other regulatory authorities for any or all targeted indications and markets.
This, in turn, could prevent us from commercializing the affected product candidate and generating revenues from its
sale. We have not yet completed testing of any of our product candidates for the treatment of the indications for which
we intend to seek product approval in humans, and we currently do not know the extent of adverse events, if any, that
will be observed in patients who receive any of our product candidates. If any of our product candidates cause
unacceptable adverse events in clinical trials, we may not be able to obtain regulatory approval or commercialize such
product or, if such product candidate is approved for marketing, future adverse events could cause us to withdraw such
product from the market. If clinical trials for our product candidates are prolonged or delayed, we may incur additional costs,
and may not be able to commercialize our product candidates on a timely basis or at all. We cannot predict whether we will
encounter problems with any of our ongoing or planned clinical trials that will cause us or any regulatory authority to delay or
suspend those clinical trials. A number of events, including any of the following, could delay the completion of our ongoing and
planned clinical trials and negatively impact our ability to obtain regulatory approval for, and to market and sell, a particular
product candidate: - conditions imposed by the FDA or any foreign regulatory authority regarding the scope or design of our
clinical trials; - delays in obtaining, or the inability to obtain, required approvals from institutional review boards, or IRBs, or
other reviewing entities at clinical sites selected for participation in our clinical trials; - insufficient supply or deficient quality of
product candidates supply or materials to produce our product candidates or other materials necessary to conduct our clinical
trials; - delays in obtaining regulatory agreement for the conduct of the clinical trials; - lower than anticipated enrollment and
retention rate of subjects in clinical trials; - serious and unexpected drug- related side effects experienced by patients in clinical
trials; - failure of third- party contractors to meet their contractual obligations in a timely manner; - pre- clinical or clinical trials
may produce negative or inconclusive results, which may require us or any potential future collaborators to conduct additional
pre- clinical or clinical testing or to abandon projects that we expect to be promising; - even if pre- clinical or clinical trial
results are positive, the FDA or foreign regulatory authorities could nonetheless require unanticipated additional clinical trials; -
regulators or institutional review boards may suspend or terminate clinical research for various reasons, including
noncompliance with regulatory requirements; - delays in establishing the appropriate dosage levels; - product candidates may
not have the desired effects; and - the lack of adequate funding to continue clinical trials. Additionaty-31Additionally , changes
in standard of care or regulatory requirements and guidance may occur and we may need to amend clinical trial protocols to
reflect these changes. Such amendments may require us to resubmit our clinical trial protocols to IRBs for re- examination,
which may impact the cost, timing or successful completion of a clinical trial. Such changes may also require us to reassess the
viability of the program in question. We do not know whether our clinical trials will begin or continue as planned, will need to
be restructured or will be completed on schedule, if at all. Delays in clinical trials will result in increased development costs for
our product candidates. In addition, if we experience delays in completion of, or if we terminate, any of our clinical trials, the
commercial prospects for our product candidates may be affected and our ability to generate product revenues will be delayed.
Furthermore, many of the factors that cause, or lead to, a delay in the commencement or completion of clinical trials may also
ultimately lead to the denial of regulatory approval of a product candidate. The clinical trial designs, endpoints and outcomes
that will be required to obtain marketing approval for our drug candidates are uncertain. We may never receive marketing
approval for our drug candidates. To our knowledge, there are currently no FDA- approved drug treatment options specifically
approved for many of the disease indications we are targeting with our drug candidates. Accordingly, there may not be well-
established development paths and outcomes. The FDA, Health Canada or any other regulatory authority may determine that
the designs or endpoints of any trial that we conduct, or that the outcome shown on any particular endpoint in any trial that we
conduct, are not sufficient to establish a clinically meaningful benefit for our drug candidates, or otherwise, to support approval,
even if the primary endpoint (s) of the trial is met with statistical significance. If this occurs, our business could be materially
harmed. Moreover, if the regulatory authorities require us to conduct additional clinical trials beyond the ones that we currently
contemplate, our finances and results from operations will be adversely impacted. If our clinical studies meet their respective
primary endpoints, we plan to seek marketing approval. We cannot predict whether each of these regulatory agencies will agree
that our study data and information will be sufficient to meet the requirements for filing a marketing application or the standards
for approval. If the regulatory agencies determine that more data and information are needed, it could delay and / or negatively
impact our ability to obtain regulatory approval to market and sell a particular product candidate. 23H-If the commercial
opportunity in chronic ACD er, ARDS , vitiligo or fibrotic diseases like systemic sclerosis (SSc) is smaller than we
anticipate, our future revenue from EB6+-et-our drug candidates EB65;-as-appheable-will be adversely affected and our
business will suffer. It is critical to our ability to grow and become profitable that we successfully identify patients with chronic
ACD e, ARDS , vitilige or SSc . Our estimates of the number of people who have these conditions as well as the subset who
have the potential to benefit from treatment with EBO1 e, EBO5 , EB06 or EB07 , are based on a variety of sources, including
third- party estimates and analyses in the scientific literature, and may prove to be incorrect. Further, new information may
emerge that changes our estimate of the prevalence of these diseases or the number of patient candidates for these drug
candidates. The effort to identify patients for our other potential target indications is at an early stage, and we cannot accurately




predict the number of patients for whom treatment might be possible. Additionally, the potentially addressable patient
population for our drug candidates may be limited or may not be amenable to treatment with our drug candidates, and new
patients may become increasingly difficult to identify or access. If the commercial opportunity for these conditions is smaller
than we anticipate, our future financial performance may be adversely impacted. While we have chosen to test our product
candidates in specific clinical indications based in part on our understanding of their mechanisms of action, our understanding
may be incorrect or incomplete and, therefore, our product candidates may not be effective against the diseases tested in our
clinical trials. Our rationale for selecting the particular therapeutic indications for each of our product candidates is based in part
on our understanding of the mechanism of action of these product candidates. However, our understanding of the product
candidates’ mechanism of action may be incomplete or incorrect, or the mechanism may not be clinically relevant to the
diseases treated. In such cases, our product candidates may prove to be ineffective in the clinical trials for treating those diseases,
and adverse clinical trial results would hkely negatrvely 1mpact our busrness and results from operatlons Our A-steeesstut
sPLA2 e+, anti- TLR4 ¢ q ot-tha
t-hefe—wﬂ-l—be—no—advefse*sﬁe—effeets—@tﬁsl’-lmﬂ-and ant1 T—I:R4—CXCL10 product cand1dates employ novel mechamsms of
action. To our knowledge no drug companies have successfully commercialized an sPLA?2 inhibitor es-, an anti- TLR4 antibody
or an anti- CXCL10 antibody and as a result the efficacy and long- term side effects are not known. There is no guarantee that
we will successfully develop and / or commercialize amrany of these sP-ImH—nﬁfbﬁer—ofaﬂt-t-—’H:R%efapytherapws and / or

that our product cand1dates will have no adverse side effects. 32If

: —tH-any product candrdate receives marketrng approval the approved
product may nonetheless farl to gain sufficient market acceptance by physicians, patients, third- party payors and others in the
medical community. If an approved product does not achieve an adequate level of acceptance, we may not generate significant
product revenues or any profits from operations. Our ability to negotiate, secure and maintain third- party coverage and
reimbursement for our product candidates may be affected by political, economic and regulatory developments in the Hnited
States-U. S. , Canada, the EU BurepeanYnton-and other jurisdictions. Governments continue to impose cost containment
measures, and third- party payors are increasingly challenging prices charged for medicines and examining their cost
effectiveness, in addition to their safety and efficacy. These and other similar developments could significantly limit the degree
of market acceptance of any of our future product cand1dates that recerve marketmg approval %4l-f—we—a-1=e—tmab-le—to-estab-l-tsh

a-ppfo’v‘a-l—We do not have a sales or marketmg 1nfrastructure and have no experience as a company in the sale or marketmg of
pharmaceutical products. To achieve commercial success for any approved product, we must either develop a sales and
marketing organization or outsource these functions to third parties. This may be costly, and our investment would be lost if we
cannot retain or reposition our sales and marketing personnel. If we enter into arrangements with third parties to perform sales
and marketing services, our product revenues or the profitability of these product revenues to us could be lower than if we were
to market and sell any products that we develop ourselves. In addition, we may not be successful in entering into arrangements
with third parties to sell and market our product candidates or may be unable to do so on terms that are acceptable to us. We
likely will have little control over such third parties, and any of them may fail to devote the necessary resources and attention to
sell and market our products effectively. If we do not establish sales and marketing capabilities successfully, either on our own
orin collaboratlon W1th th1rd partres we erl not be successful in commercrahzmg our product candrdates We—faee—subst&ﬁt—la-l

mafkets—befefe—or—mefe—meeess-fully—than—we—de—The development and commercrahzatlon of new drug products is hrghly

competitive. We face competition with respect to our current product candidates and any products we may seek to develop or
commercialize in the future from major pharmaceutical companies, specialty pharmaceutical companies and biotechnology
companies worldwide. Competitors may also include academic institutions, government agencies and other public and private
research organizations that conduct research, seek patent protection and establish collaborative arrangements for research,
development, manufacturing and commercialization. Many of our competitors have significantly greater financial resources and
expertise than we do. Our commercial opportunities could be reduced or eliminated if our competitors develop and
commercialize products that are more effective, safer, have fewer or less severe side effects, are approved for broader
indications or patient populations, or are more convenient or less expensive than any products that we develop and
commercialize. Our competitors may also obtain marketing approval for their products more rapidly than we may obtain
approval for our products, which could result in our competitors establishing a strong market position before we are able to enter
the market. If approved, our product candidates will compete for a share of the existing market with numerous other products
bemg used to treat ACD ARDS Vltlllgo, SSc or any other 1ndrcat10ns for Wthh we may recerve government approval —E-Veﬁ—l-f

y ; hieh : . The regulatrons that
govern marketing approvals, pricing, coverage and relmbursement for new drug products vary widely from country to country.
Current and future legislation may significantly change the approval requirements in ways that could involve additional costs
and cause delays in obtaining approvals. Some countries require approval of the sale price of a drug before it can be marketed. In
many countries, the pricing review period begins after marketing or product licensing approval is granted and, in some markets,
prescription pharmaceutical pricing remains subject to continuing governmental control even after initial approval is granted. As
a result, we might obtain marketing approval for a product in a particular country, but then be subject to price regulations that
delay our commercial launch of the product, possibly for lengthy time periods, and negatively impact the revenues we are able
to generate from the sale of the product in that country. Adverse pricing limitations may hinder our ability to recoup our



investment in one or more product candidates, even if our product candidates obtain marketing approval. ©ur-330ur ability to
commercialize EBO1, EBO5 , EB06, EB07 or any other product candidate successfully also will depend in part on the extent to
which coverage and adequate reimbursement for these products and related treatments will be available from government health
administration authorities, private health insurers and other organizations. Government authorities and other third- party payors,
such as private health insurers and health maintenance organizations, decide which medications they will pay for and establish
reimbursement levels. Our inability to promptly obtain coverage and adequate reimbursement rates from both government-
funded and private payors for any approved products that we develop could have a material adverse effect on our operating
results, our ability to raise capital needed to commercialize products and our overall financial condition. Product liability
lawsuits against us could cause us to incur substantial liabilities and limit commercialization of any products that we may
develop. We face an inherent risk of product liability exposure related to the testing of our product candidates in human clinical
trials and will face an even greater risk if we commercially sell any products that we may develop. The amount of insurance that
we currently hold may not be adequate to cover all liabilities that we may incur. We will need to increase our insurance
coverage when and if we begin conducting more expansive clinical development of our product candidates, and we may not be
able to maintain insurance coverage at a reasonable cost or in an amount adequate to satisfy any liability that may arise. 25We-If
any of our product candidates are approved for commercial sale, we will be highly dependent upon consumer perceptions
of us and the safety and quality of our products. We could be adversely affected if we are subject to negative publicity.
We could also be adversely affected if any of our products or any similar products manufactured and distributed by
other companies prove to be, or are asserted to be, harmful to patients. Because of our dependence upon consumer
perceptions, any adverse publicity associated with illness or other adverse effects resulting from patients’ use or misuse
of our products or any similar products distributed by other companles could have a material adverse 1mpact on third
parties-our ﬁnanclal condltlon -fer— or results et echnology d p-of
operations elintea et-eandidates \We have no dlrect experience in manufacturlng any of our
product candidates, and currently lack the resources or capability to manufacture any of our product candidates on a clinical or
commercial scale. As a result, we will be dependent on third parties for manufacturing, including optimization, technology
transfers and scaling up of clinical scale quantities of all our product candidates. We believe that this strategy will enable us to
direct operational and financial resources to the development of our product candidates rather than diverting resources to
establishing manufacturing infrastructure; however our use of third parties to manufacture our product candidates may increase
the risk that we will not have sufficient quantities of our product candidates or products or such quantities at an acceptable cost,
which could delay, prevent or impair our development or commercialization efforts. We do not currently have any agreements
with third- party manufacturers for the long- term clinical or commercial supply of any of our product candidates and may in the
future be unable to scale- up and / or conclude agreements for commercial supply with commercial third- party manufacturers on
acceptable terms, or at all. Even if we are able to establish and maintain arrangements with third- party manufacturers, they may
encounter difficulties in achieving volume production, laboratory testing, quality control or quality assurance or suffer shortages
of qualified personnel, any of which could result in our inability to manufacture sufficient quantities to meet clinical timelines
for a particular product candidate, to obtain marketing approval for the product candidate or to commercialize the product
candidate. We may compete with other companies for access to manufacturing facilities. There are a limited number of
manufacturers that operate under cGMP regulations and that might be capable of manufacturing for us. If the third parties that
we contract to manufacture product for our preclinical tests and clinical trials cease to continue to do so for any reason or if we
elect to change suppliers, we likely would experience delays in advancing these clinical trials while we identify and qualify
replacement suppliers and we may be unable to obtain replacement suppliers on terms that are favorable to us. In addition, if we
are not able to obtain adequate supplies of our product candidates or the drug substances used to manufacture them, it will be
more difficult for us to develop our product candidates and compete effectively. Our current and anticipated future dependence
upon others for the manufacture of our product candidates may adversely affect our future profit margins and our ability to
develop product candldates and commer(:lahze any products that recelve marketlng approval ona tlmely and competitive basis.

5Phe—34The e

aﬁd—eﬂfmﬁefetah%&t—teﬂ—'l:he—manufacture of our monoclonal antlbody candldates requ1res processing steps that are more
complex than those required for most small molecule drugs. As a result of the complexities in manufacturing biologics, the cost
to manufacture biologics in general, and our eel-predtet-monoclonal antibody candidates in particular, is generally higher than
traditional small molecule chemical compounds, and the manufacturing processes are less reliable and are more difficult to
reproduce. Although we are working with third parties to develop reproducible and commercially viable manufacturing
processes for our product candidates, doing so is a difficult and uncertain task, and there are risks associated with scaling to the
level required for advanced clinical trials or commercialization, including, among others, cost overruns, potential problems with
process scale- out, process reproducibility, stability issues, lot consistency, and timely availability of reagents or raw materials.
We may make changes as we continue to evolve the manufacturing processes for our product candidates for advanced clinical
trials and commercialization, and we cannot be sure that even minor changes in these processes will not cause our product
candidates to perform differently and affect the results of our ongoing clinical trials, future clinical trials, or the performance of
the product once commercialized. In some circumstances, changes in manufacturing operations, including to our protocols,
processes, materials or facilities used, may require us to perform additional preclinical or comparability studies, or to collect
additional clinical data from patients prior to undertaking additional clinical studies or filing for regulatory approval for a
product candidate. These requirements may lead to delays in our clinical development and commercialization plans for our
product candidates, and may increase our development costs substantially. 26We-We may also decide to transfer certain
manufacturing process know- how and certain intermediates to other contract manufacturing organizations. Transferring



manufacturing testing and processes and know- how is complex and involves review and incorporation of both documented and
undocumented processes that may have evolved over time. We and any CMOs or third parties that we engage for manufacturing
our product candidates will need to conduct significant development work to transfer these processes and manufacture each of
our product candidates for clinical trials and commercialization. In addition, we may be required to demonstrate the
comparability of material generated by any CMO or third parties that we engage for manufacturing our product candidates with
material previously produced and used in testing. The inability to manufacture comparable drug product by us or our CMO
could delay the continued development of our product candidates. We rely-on-third-parties-te-also must develop satisfactory
methods for testing the identity, strength, quality and purity of the final drug. In addition, appropriate packaging must
be selected and tested, and stability studies must be eenduet-conducted to demonstrate eurelinteal-trials-and-these--- the
third-parties-may-effectiveness of the packaging and that the compound does not performsatisfaetority-undergo
unacceptable deterioration over its shelf life. If we fail at any of these tasks , ineluding-failing-we may not be able to meet
deadhnes-obtain approval for-- or successfully commercialize our product candidates the-eempletion-ofsueh-ehnieal-trials-.
We do not independently conduct clinical trials for our product candidates. We rely on third parties, such as contract research
organizations, clinical data management organizations, medical institutions, drug distributers and clinical investigators, to
perform this function. Any of these third parties may terminate their engagements with us at any time. If we need to enter into
alternative arrangements, it would delay our product development activities. If these third parties do not successfully carry out
their contractual duties, meet expected deadlines or conduct our clinical trials in accordance with regulatory requirements or our
stated protocols, we will not be able to obtain, or may be delayed in obtaining, marketing approvals for our product candidates
and will not be able to, or may be delayed in our efforts to, successfully commercialize our product candidates. Our product
development costs will increase if we experience delays in testing or obtaining marketing approvals. Our reliance on these third
parties for clinical development activities reduces our control over these activities but does not relieve us of our responsibilities.
For example, we remain responsible for ensuring that each of our clinical trials complies with standards, commonly referred to
as Good Clinical Practice, and is conducted in accordance with the general investigational plan and protocols for the trial.
3SIf we are not able to establish additional collaborations, we may have to alter our development and commercialization plans.
We may decide to collaborate with pharmaceutical and biotechnology companies for the development and potential
commercialization of our product candidates. Collaborations are complex and time- consuming to negotiate and document and
we face significant competition in seeking appropriate collaborators. We may not be able to negotiate collaborations on a timely
basis, on acceptable terms, or at all. If we are unable to do so, we may have to curtail the development of a product candidate,
reduce or delay our development program or one or more of our other development programs, delay our potential
commercialization or reduce the scope of any sales or marketing activities, or increase our expenditures and undertake
development or commercialization activities at our own expense. If we elect to fund development or commercialization
activities on our own, we would likely need to obtain additional capital, which may not be available to us on acceptable terms,
or at all. If we do not have sufficient funds, we may not be able to further develop our product candrdates or bring them to
market and generate product revenue —Ev : :

-}mparfed- Our product candidates and the activities assocrated with the1r developrnent and. commercralrzatlon 1nclud1ng the1r
design, testing, manufacture, safety, efficacy, recordkeeping, labeling, storage, approval, advertising, promotion, sale and
distribution, are subject to comprehensive regulation by the FDA, Health Canada and by comparable authorities in other
countries. Failure to obtain marketing approval for a product candidate will prevent us from commercializing the product
candidate. We have not received approval to rnarket EBO1, EBOS EB06 EB07 or any other Edesa product candrdate from
regulatory authorrtles in any Jur1sd1ctron —27Y ve-0 d :

Securing rnarketrng approval requires the subnnssron of extensive precllnrcal and cllnrcal data and supportrng information to
regulatory authorities for each therapeutic indication to establish the product candidate’ s safety and effectiveness. Securing
marketing approval also requires the submission of information about the product manufacturing process to, and inspection of
manufacturing facilities by, the regulatory authorities. Regulatory authorities may determine that EBO1, EBO5 , EB06, EB07 or
any of our other product candidates is not effective, is only moderately effective or has undesirable or unintended side effects,
toxicities, safety profiles or other characteristics that preclude us from obtaining marketing approval or that prevent or limit
commercial use. Regulatory authorities have substantial discretion in the approval process and may refuse to accept any
application or may decide that our data are insufficient for approval and require additional preclinical studies, clinical trials or
other trials. In addition, varying interpretations of the data obtained from preclinical and clinical testing could delay, limit or
prevent marketing approval of a product candidate. Any marketing approval we ultimately obtain may be limited or subject to
restrictions or post- approval commitments that render the approved product not commercially viable. If we experience delays in
obtaining approval or if we fail to obtain approval of our product candidates, the commercial prospects for our product
candrdates may be harmed and our abrlrty to generate revenues erl be materrally 1rnpa1red Even if We—ebtarn—mafkeﬁﬂg

mateﬂally—hﬁp&ffmﬁ&bﬂéﬁ*—te—geﬂef&tefeveﬁtwr&eﬂ—rﬁmarketrng approval ofa product candrdate is granted, an approved
product and our manufacturer and marketer are subject to ongoing review and extensive regulation, including the possible
requirement to implement a risk evaluation and mitigation strategy or to conduct costly post- marketing studies or clinical trials
and surveillance to monitor the safety or efficacy of the product. We must also comply with requirements concerning advertising
and promotion for any of our product candidates for which we obtain marketing approval. Promotional communications with



respect to prescription drugs are subject to a variety of legal and regulatory restrictions and must be consistent with the
information in the product’ s approved labeling. Thus, we will not be able to promote any products we develop for indications
or uses for which they are not approved. In addition, manufacturers of approved products and those manufacturers’ facilities are
required to ensure that quality control and manufacturing procedures conform to cGMP, which include requirements relating to
quality control, quality assurance and documentation. Accordingly, assuming we receive marketing approval for one or more of
our product candidates, we and our contract manufacturers will continue to expend time, money and effort in all areas of
regulatory compliance, including manufacturing, production, product surveillance and quality control. If we are not able to
comply with post- approval regulatory requirements, we could have the marketing approvals for our products withdrawn by
regulatory authorities and our ability to market any future products could be limited, which could adversely affect our ability to
achieve or sustain profitability. Thus, the cost of compliance with post- approval regulations may have a negative effect on our
operating results and financial condition. We-36We may not qualify for or ultimately benefit from various expedited regulatory
review programs or other special designations. We have obtained a Fast Track designation in the U. S. for EBOS as a
treatment for ARDS in critically ill Covid- 19 patients, and we may seek additional designations for EB0S or our other
product candidates; however, we may never receive such designations. If we believe we meet eligibility requirements, we
intend to apply for various regulatory incentives in the YUnited-States-U. S. , such as breakthrough therapy designation, fast track
designation, accelerated approval and priority review, where available, that provide for expedited review and / or other benefits,
and we may also seek similar designations elsewhere in the world . Similarly, we may seek orphan drug designation in the U.
S. and other jurisdictions for our product candidates, but we may be unable to obtain such designation or to obtain or
maintain the benefits associated with orphan drug designation, including market exclusivity . Often, regulatory agencies
have broad discretion in determining whether or not product candidates qualify for such regulatory incentives and benefits and
we cannot guarantee we would be successful in obtaining beneficial regulatory designations by FDA or other regulatory
agencies. Even if approved, expedited designations may not result in faster development processes, reviews or approvals
compared to drugs considered for approval under conventional FDA procedures. In addition, the FDA may later decide that any
of our development programs no longer meet the conditions for qualification or decide that the time period for FDA review or
approval will not be shortened. If we are not able to obtain or maintain such designations for EBOS or other product candidates,
it could delay and / or negatively impact our ability to obtain regulatory approval. Regulators have The FBA-has-broad
discretion regarding Emergeney-emergency Use-use Atthorizations-authorizations for €evid—+9-medical products, and such
authorizations are-may only be valid during a the-€Cevid—19-public health emergency. While, in most cases, a therapeutic must
be approved by FDA before the product may be sold, when a public health emergency is declared, subject to certain conditions,
FDA may authorize the emergency use of an unapproved medical product under an Emergency Use Authorization (EUA).
Similar systems are in place in Canada and the EU. In the event that our Phase2-+3-clinical study of EBO5 is successful, and
if we believe we meet eligibility requirements, we intend to submit an application with the FBA-regulators for EA
emergency use . FBA-dees-Regulators typically do not have review deadlines with respect to such submissions and, therefore,
the trmlng of any potentral approval of an -E-UA—emergency use submrssmn would be uncertain. Regulators We—weu-}d-net—be

our apphcatron In addmon even 1f granted the F—BA—regulators may revoke an -E-UA—emergency use where it is determined
that the underlying health emergency no longer exists or warrants such authorization. If we are unsuccessful in obtaining an
EUA, or if any granted EUA is revoked after a short period of time, it could have a material adverse effect on our future
business, financial condition and operating results. 28Use-Increasing use of social media platforms presentsnewrisks-could
give rise to liability, breaches of data security and privacy laws, or reputational damage . We believe that our potential
patient population is active on social media. Social media practices in the pharmaceutical and biotechnology industries are
evolving, which creates uncertainty and risk of noncompliance with regulations applicable to our business. For example, patients
may use social media platforms to comment on the effectiveness of, or adverse experiences with, a product candidate, which
could result in reporting obligations. In addition, there is a risk of inappropriate disclosure of sensitive information or negative
or inaccurate posts or comments about us or our product candidates on any social networking website. In addition, our
employees or third parties with whom we contract, such as our CROs or CMOs, may knowingly or inadvertently make use of
social media in a manner that may give rise to liability, lead to the loss of trade secrets or other intellectual property or result in
public exposure of personal information of our employees, clinical trial patients, customers and others or information regarding
our product candidates or clinical trials. Any of these events could have a material adverse effect on our business, prospects,
operating results and financial condition and could adversely affect the price of our common shares. Risks-37Risks Related to
Our Intellectual Property We are dependent on license relationships with third parties for our key drug development programs.

In 2016, we entered into the anexelustvetieense-agreement-with-Yissum License Agreement Research-Development-Company
ﬁ%ﬂae—Hebfew—U-mvefsﬁyef—Jefusa-leﬂa—to obtain exclusive rights to certain know- how, patents and data relating to a

pharmaceutical product. We are using the exclusive rights to develop the product for therapeutic, prophylactic and diagnostic
uses in topical dermal applications and anorectal applications, including for the development of EBOI to treat ACD and EBO2 to
treat HD. In 2021, we also entered into a-the Inventor teense-License agreement-Agreement with-the-inventor-of-the-same
phafmaee&t-tea-l—pfeéuet—to acquire global rights for all fields of use beyond those named under the 26+6-teense-agreement-with
Yissum License Agreement . If we default or fail to perform any of the terms, covenants, provisions or our obligations under
the Yissum License Agreement, Yissum has the option to terminate the Yissum License Agreement, subject to advance notice
to cure such default. Any termination of this license agreement would have a materially adverse impact on our business and

results from operations. In April 2020, we entered into the an-exelasive-heense-agreement-with-Novimmune SA-License

Agreement to obtain exclusive rights throughout the world to certain know- how, patents and data relating to the monoclonal



antibodies targeting TLR4 and CXCL10. We are using these rights to develop EBO5 as a potential treatment for ARDS and
other disease indications. If we default or fail to perform any of the terms, covenants, provisions or our obligations under the
NovImmune License Agreement, including milestone payments, Novimmune has the option to terminate the NoviImmune
License Agreement, subject to advance notice to cure such default. Any termination of this hcense agreement would have a
materlally adverse impact on our business and results from operatlons - are-tnable btat-and-matntain-patent-prote

ers ete Our success W111 partially depend on our ab111ty to obtaln and
maintain patent protectlon in the U-m-ted—Sf&tes—U S. and other countries with respect to our proprletary technology and products.
We intend to protect our proprietary position by filing patent applications in the Hrited-States-U. S. , in Europe and in certain
additional jurisdictions related to our novel technologies and product candidates that are important to our business. This process
is expensive and time- consuming, and we may not be able to file and prosecute all necessary or desirable patent applications at
a reasonable cost or in a timely manner. It is also possible that we will fail to identify patentable aspects of our research and
development output before it is too late to obtain patent protection. Moreover, if we license technology or product candidates
from third parties in the future, these license agreements may not permit us to control the preparation, filing and prosecution of
patent applications, or to maintain or enforce the patents, covering the licensed technology or product candidates. 29Fhe--- The
patent position of biotechnology and pharmaceutical companies generally is highly uncertain, involves complex legal and
factual questions and has been the subject of much litigation. As a result, the issuance, scope, validity, enforceability and
commercial value of any patents issued to us will likely be highly uncertain. Patent applications that we file may not result in
patents being issued which protect our technology or products, in whole or in part, or which effectively prevent others from
commercializing competitive technologies and products. Changes in either the patent laws or interpretation of the patent laws in
the Ynited-States-U. S. and other countries may also diminish the value of patents issued to us, narrow the scope of our patent
protection or make enforcement more difficult or uncertain. We may become involved in lawsuits or other enforcement
proceedings to protect or enforce our patents or other intellectual property, which could be expensive, time consuming and
potentially unsuccessful. Competitors may infringe our patents, trademarks, copyrights or other intellectual property. To counter
infringement or unauthorized use, we may be required to file claims, which can be expensive and time consuming to prosecute.
Any claims we assert against perceived infringers could provoke these parties to assert counterclaims against us alleging that we
infringe their intellectual property or that our patent and other intellectual property rights are invalid or unenforceable, including
for antitrust reasons. As a result, in a patent infringement proceeding, a court or administrative body may decide that a patent of
ours is invalid or unenforceable, in whole or in part, or may construe the patent’ s claims narrowly and so refuse to stop the
other party from using the technology at issue on the grounds that our patents do not cover the competitor technology in
question. Even if we are successful in a patent infringement action, the unsuccessful party may subsequently raise antitrust
issues and bring a follow- on action thereon. Antitrust issues may also provide a bar to settlement or constrain the permissible
settlement terms. Fhird-38Third parties may initiate legal proceedings alleging that we are infringing their intellectual property
rights, the outcome of which would be uncertain and could have a material adverse effect on the success of our business. Our
commercial success depends upon our ability and the ability of our collaborators to develop, manufacture, market and sell our
product candidates and use our proprietary technologies without infringing the intellectual property and other proprietary rights
of third parties. There is considerable intellectual property litigation in the biotechnology and pharmaceutical industries, and we
may become party to, or threatened with, future adversarial proceedings or litigation regarding intellectual property rights with
respect to our products and technology. The risks of being involved in such 11t1gat10n and office proceedings may also increase
as our product candidates approach commercialization, and as our business gains greater visibility eperating-as-a-publiely-traded
eompany-tn-the-Ynited-States-. Third parties may assert infringement claims against us based on existing or future intellectual
property rights and to restrict our freedom to operate. Third parties may also seek injunctive relief against us, whereby they
would attempt to prevent us from practicing our technologies altogether pending outcome of any litigation against us. We may
not be aware of all such intellectual property rights potentially relating to our product candidates prior to their assertion against
us. If we are found to infringe a third party’ s intellectual property rights, we could incur substantial monetary damages. A
finding of infringement could also prevent us from commercializing our product candidates, lose market exclusivity, require
substantial license payments, or force us to cease some of our business operations, which could materially harm our business.
Intellectual property litigation could cause us to spend substantial resources and could distract our personnel from their normal
responsibilities. Even if resolved in our favor, litigation or other legal proceedings relating to intellectual property claims may
cause us to incur significant expenses and likely would distract our technical and management personnel from their normal
responsibilities. In addition, there could be public announcements of the results of hearings, motions or other interim
proceedings or developments that could have a substantial adverse effect on the price of our securities. Such litigation or
proceedings could substantially increase our operating losses and reduce the resources available for development, sales,
marketing or distribution activities. We may not have sufficient financial or other resources to adequately conduct such litigation
or proceedings. Some of our competitors may be able to sustain the costs of such litigation or proceedings more effectively than
we can because of their greater financial resources. Accordingly, costs and lost management time, as well as uncertainties
resulting from the initiation and continuation of patent litigation or other proceedings, could have a material adverse effect on
our ability to compete in the marketplace. 30H-If we are unable to protect the confidentiality of our trade secrets, our business
and competitive position would be harmed. We partially rely on trade secrets and know- how, including unpatented know- how,
technology and other proprietary and confidential information, to maintain our competitive position. We seek to protect these
trade secrets, in part, by entering into nondisclosure and confidentiality agreements with parties who have access to them.
However, we cannot guarantee that we have executed these agreements with each party that may have or have had access to our



trade secrets or that the agreements we have executed will provide adequate protection. Any party with whom we have executed
such an agreement may breach that agreement and disclose our proprietary or confidential information, including our trade
secrets, and we may not be able to obtain adequate remedies for such breaches. Enforcing a claim that a party illegally disclosed
or misappropriated a trade secret is difficult, expensive and time- consuming, and the outcome is unpredictable. In addition,
some courts inside and outside the Dnited-States-U. S. are less willing or unwilling to protect trade secrets. If any of our trade
secrets were to be lawfully obtained or independently developed by a competitor, we would have no right to prevent them, or
those to whom they communicate it, from using that technology or information to compete with us. If any of our trade secrets,
particularly unpatented know- how, were to be obtained or independently developed by a competitor, our competitive position
would be harmed. Risks Related to Owning Our Securities The price of our common shares may continue to be volatile. Market
prices for securities of earty-clinical - stage pharmaceutical, biotechnology and other life sciences companies have historically
been particularly volatile, and the market price of our common shares has been subject to significant fluctuations. This volatility
can be exacerbated by low trading volume. Some of the factors that may cause the market price of our shares to fluctuate
include: - sales or potential sales of substantial amounts of our common shares; - announcements about us or our competitors,
including funding announcements, corporate or business updates, updates on manufacturing of our products, clinical trial results,
regulatory approvals or new product introductions; - developments concerning our product manufacturers; 39 - litigation and
other developments relating to our licensed patents or other proprietary rights or those of our competitors; - governmental
regulation and legislation; - change in securities analysts’ estimates of our performance, or failure to meet analysts’ expectations;
- the terms and timing of any future collaborative, licensing or other arrangements that we may establish; - our ability to raise
additional capital to carry through with our development plans and current and future operations; - the timing of achievement of,
or failure to achieve, our manufacturing, pre- clinical, clinical, regulatory and other milestones, such as the commencement of
clinical development, the completion of a clinical trial or the receipt of regulatory approval; - actions taken by regulatory
agencies with respect to our product candidates; - uncontemplated problems in the supply of the raw materials used to produce
our product candidates; - introductions or announcements of technological innovations or new products candidates by us, our
potential future collaborators, or our competitors, and the timing of these introductions or announcements; - market conditions
for equity investments in general, or the biotechnology or pharmaceutical industries in particular; - actual or anticipated
fluctuations in our results of operations; - hedging or arbitrage trading activity that may develop regarding our common shares; -
regional or worldwide recession; - sales of our common shares by our executive officers, directors and significant shareholders; -
changes in accounting principles; and - the loss of any of our key scientific or management personnel. Moreover, the stock
markets in general have experienced substantial volatility that has often been unrelated to the operating performance of
individual companies. These broad market fluctuations may also adversely affect the trading price of our common shares. In the
past, following periods of volatility in the market price of a company’ s securities, shareholders have often instituted class action
securities litigation. Such litigation, if instituted, could result in substantial costs and diversion of management attention and
resources, which could significantly harm our profitability and reputation. 3HIf we fail to meet all applicable Nasdaq Capital
Market requirements and Nasdaq determines to delist our common shares, the delisting could adversely affect the market
liquidity of our common shares and the market price of our common shares could decrease and our ability to access the capital
markets Could be negatlvely 1mpacted Our common shares are hsted on The Nasdaq Capital Market. We must satisfy There
Ve atntain ; vith-the Nasdag-continued listing requirements of
Nasdaq a-nd—lf—we—afe—tmab}e—to mamtam the llstmg of our common shares on The Nasdaq Capital Market. As previously
reported, on June 22, 2023, we received notice from Nasdaq’ s Listing Qualifications Staff indicating that, based upon
the closing bid price of our common shares for the prior 30 consecutive business days, we were not in compliance with the
requirement to maintain a minimum bid price of $ 1. 00 per share for continued listing reguirements-on Nasdaq , as
neluding the- $1-00- Mintmum Bid Price Requirementsct forth in Nasdaq Listing Rule 5550 (a) (2) (the Bid Price Rule). We
had 180 days, or through December 19, 2023, to regain compliance with the Bid Price Rule. On October 11, 2023, we
effected a one- for- seven reverse split of our common shares. By letter dated October 25, 2023, Nasdaq advised us that
we had regained compliance with the Bid Price Rule. There can be no assurance that we will be able to continue to
maintain compliance with the Nasdaq continued listing requirements, and if we are unable to maintain compliance with
the continued listing requirements, including the Bid Price Rule , our securities may be delisted from Nasdaq, which could
reduce the liquidity of our common shares materially and result in a corresponding material reduction in the price of our
common shares. In addition, delisting could harm our ability to raise capital through alternative financing sources on terms
acceptable to us, or at all, and may result in the potential loss of confidence by investors, employees, suppliers and business
development opportunities. Such a delisting likely would impair your ability to sell or purchase our common shares when you
wish to do so. Further, if we were to be delisted from Nasdaq, our common shares may no longer be recognized as a *“ covered
security ”” and we would be subject to regulation in each state in which we offer our securities. Thus, delisting from Nasdaq
could adversely affect our ability to raise additional financing through the public or private sale of equity securities, would
significantly impact the ability of investors to trade our securities and would negatively impact the value and liquidity of our
common shares. 40We Raising additional capital may cause dilution to...... to develop and market ourselves. We do not
currently intend to pay dividends on our common shares in the foreseeable future, and consequently, any gains from an
investment in our common shares will likely depend on appreciation in the price of our common shares. We have never declared
or paid cash dividends on our common shares and do not anticipate paying any cash dividends to holders of our common shares
in the foreseeable future. Consequently, investors must rely on sales of their common shares and warrants after price
appreciation, which may never occur, as the only way to realize any future gains on their investments. There is no guarantee that
our common shares will appreciate in value or even maintain the price at which the shareholders have purchased their shares. A
sale of a substantial number of our common shares in the public market could cause the market price of our common shares to




drop significantly, even if our business is doing well. The price of our common shares could decline as a result of sales of a large
number of our common shares or the perception that these sales could occur. These sales, or the possibility that these sales may
occur, also might make it more difficult for us to sell equity securities in the future at a time and at a price that we deem
appropriate. In addition, in the future, we may issue additional common shares, warrants or other equity or debt securities
convertible into common shares in connection with a financing, acquisition, litigation settlement, employee arrangements or
otherwise. Any such issuance could result in substantial dilution to our existing shareholders and could cause the price of our
common shares to decline. 32H-If equity research analysts do not publish research or reports about our business or if they issue
unfavorable commentary or downgrade our common shares, the price of our common shares could decline. The trading market
for our common shares relies in part on the research and reports that equity research analysts publish about us and our business.
We do not control these analysts. The price of our common shares could decline if one or more equity analysts downgrade our
common shares or if analysts issue other unfavorable commentary or cease publishing reports about us or our business. Our
Articles allow for our board of directors to create new series of preferred shares without further approval by the shareholders,
which could adversely affect the rights of the holders of our common shares. As previously approved by our shareholders, our
board of directors has the authority to authorize up to an unlimited number of a new series of our preferred shares and to fix and
determine the special rights and restrictions of that series without further shareholder approval, subject to the terms set out in the
Articles and unless otherwise required by the Business Corporations Act (British Columbia). As a result, our board of directors
could authorize the creation of a series of our preferred shares that would grant to holders of the preferred shares a right to our
assets upon liquidation before a distribution to the holders of our common shares. In addition, our board of directors could
authorize the creation of a new series of our preferred shares that is convertible into our common shares, which could result in
dilution to existing shareholders. Failure to maintain effective internal control over financial reporting in-aeeordanee-with

i ould have a material adverse effect on our share price. Section 404 of the
Sarbanes- Oxley Act of 2002 and the related rules and regulations of the SEC require an annual management assessment of the
effectiveness of our internal control over financial reporting. As a smaller reporting company as defined in Rule 12b- 2 under the
Seewrittes-Exchange Act ef+934-as-amended-, we are currently exempt from the auditor attestation requirement of Section 404
(b). If we lose this eligibility, we will incur increased personnel and audit fees in connection with the additional audit
requirements. If we fail to maintain the adequacy of our internal control over financial reporting, we may not be able to ensure
that we can conclude on an ongoing basis that we have effective internal control over financial reporting in accordance with
Section 404 of the Sarbanes- Oxley Act of 2002 and the related rules and regulations of the SEC. We H-we-cannot in-assure
you that the-there fature-faverably-assess-the-effeetiveness-ofwill not be material weaknesses or significant deficiencies in
our internal control over financial reporting in the future. Any failure to maintain internal control over financial reporting
could severely inhibit our ability to accurately report our financial condition , results of operations or cash flows. If we
are unable to conclude that our internal control over financial reporting is effective, or if our independent registered
public accounting firm determines we have a material weakness or significant deficiency in our internal control over
financial reporting once that firm begins its Section 404 reviews, we could lose investor confidence in the relabiity
accuracy and completeness of our financial reports may-be-adversely-affeeted, the market which-eould-have-a-matertat
adverse-effeetonourshare-price —Fhe-ewnership-of our common shares could decline is-highly-eoncentrated-, whieh-may
prevent-yotand we could be subject to sanctions or investigations by Nasdaq, the SEC, or other shareholdersfrom
nfluenetngregulatory authorities. Failure to remedy any material weakness or significant deficiencies eerporate-deeistons
and-mayresut-in eonfliets-our internal control over financial reporting, or to implement or maintain other effective
control systems required of interest-that-public companies, could eause-also adversely affect investor confidence in the
reliability of our eommenshares-priee-financial reports and restrict our future access to deeline-the capital markets . The
41The ownership of our common shares is highly concentrated among insiders and affiliates. Accordingly, these shareholders
will have substantial influence over the outcome of corporate actions requiring shareholder approval, including the election of
directors, any merger, consolidation or sale of all or substantially all of the eempany-Company ’ s assets or any other significant
corporate transaction. These shareholders may also delay or prevent a change of control of the eempany-Company , even if
such a change of control would benefit the other shareholders of the eempany-Company . The significant concentration of share
ownership may adversely affect the trading price of our common shares due to investors’ perception that conflicts of interest
may exist or arise. We may be deemed a passive foreign investment company, and as a result, U. S. shareholders may be subject
to special taxation rules that restrict capital gains treatment, unless the shareholders make a timely tax election to treat the
company as a qualified electing fund. A special set of U. S. federal income tax rules applies to a foreign corporation that is
deemed a passive foreign investment company (PFIC) for U. S. federal income tax purposes. Based on our audited financial
statements, income tax returns, and relevant market and shareholder data, we believe that we likely will not be classified as a
PFIC in the September 30, 2022-2023 taxable year. There can be no assurance, however, that we will not be considered to be a
PFIC for any particular year in the future because PFIC status is factual in nature, depends upon factors not wholly within our
control, generally cannot be determined until the close of the taxable year in question, and is determined annually. If we are
deemed to be a PFIC during the current or any-a future taxable year, U. S. shareholders would be subject to special taxation
rules related to gain on sale or disposition of our shares and excess distributions unless they make a timely election to treat our
shares as a qualified electing fund (QEF election). A QEF election cannot be made unless we provide U. S. shareholders the
information and computations needed to report income and gains pursuant to a QEF election. Without a QEF election, U. S.
shareholders may not be able to use capital gains tax treatment and may be subject to potentially adverse tax consequences.
Given the complexities of the PFIC and QEF election rules, U. S. shareholders may need to incur the time and expense of
consulting a tax adviser about these rules. 33



